
SPL R4 Training eCard 
 
Initial Electronic Submission When NDC Labeler Code Already assigned  

This is one in a series of SPL R4 training "eCards" designed to assist companies to submit valid 

<NDC Labeler 
Code SPL> 

 

eCard Legend 
 Start/Stop Point  Decision Point 

 
 

Link to Internet (Click the link)  Data Entry  

 Action/Process  Review  Data/Steps 

Test NDC Labeler 
Code SPL 

w/Pragmatic Data 
Validator Lite 

Tool

Review data for 
accuracy and 
completeness 

Errors 
Yes/No 

Transmit SPL in a 
single folder via 
FDA Gateway 
“OC” Portal 

Correct Errors 

Review 
Pragmatic Data 
validation report 

for errors 

Yes
No

Test Again 

Task Complete 

Complete fields in NDC 
Labeler Code SPL 

Only one labeler code per 
SPL document (per setID) 

and compliant SPL R4 documents via the FDA's Electronic Submission Gateway.  
 

http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm

